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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 
CASPER et al 
Appl.No.: 10/806,613 
Filed: March 22, 2004 
For: Low Dose Estrogen Interrupted 



Examiner: Badio, Barbara P. 

Atty. Docket: 27 10. 0990003/ JUK/MEK 



Art Unit: 1617 



Confirmation No.: 2635 



Hormone Replacement Therapy 



Revocation of Prior Power of Attorney and 
Appointment of New Attorneys of Record 



Commissioner for Patents 
PO Box 1450 

Alexandria, VA 22313-1450 



Sir: 



The undersigned, having express authority to represent Duramed 
Pharmaceuticals, Inc., a co-assignee of the entire right, title, and interest in the captioned 
application, by assignment filed at the U.S. Patent and Trademark Office 
herewith (copy enclosed), with exclusive right to prosecute the captioned application, 
hereby revokes all powers of attorney heretofore given in the above-captioned 
application, and appoints as his attorneys, the attorneys associated with Customer 
Number 26111, with full power of substitution, association, and revocation, to prosecute 
said application and to transact all business in the United States Patent and Trademark 
Office connected therewith. 

For the purpose of PAIR, the Customer Number is 26111. 

The undersigned hereby grants said attorneys the power to insert on this Power of 
Attorney any further identification that may be necessary or desirable in order to comply 
with the rules of the U.S. Patent and Trademark Office. 
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- 2 - Casper et al. 

Appl. No. 10/806,613 

Send all correspondence to: 

Customer Number 26 1 1 1 
Sterne, Kessler, Goldstein & Fox p.l.l.c. 
1 100 New York Avenue, N.W. 
Washington, D.C. 20005-3934. 

Direct telephone calls to (202) 371-2600. 




BY: /^^g^ ~7T /^=C/^jlo^y 
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DATE: J^/z^/pg^ 
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STATEMENT UNDER 37 CFR 3.73fbl 27 1 0.0990003/JUK/MEK 



Applicant/Patent Owner Casper et al. 



Application No./Patent No.: 



10/806,613 



. Filed/Issue Date: 



March 22. 2004 



Entitled: Lqw PogQ F,sfrogen Interrupted Hormone Replacement Th^ p y 



Duramed Pharmaceuticals, Inc. , a 

(Name of Assignee) 



corporation 



states that it is: 

1 - H the assignee of the entire right, title, and interest; or 

2. □ an assignee of less than the entire right, title and interest. 
The extent (by percentage) of its ownership interest is 



(T ype of Assignee, e.g., corporation, partnership, university, government agency, etc.) 



in the patent application/patent identified above by virtue of either 



AO Anj ass (0nment from the inventor(s) of the patent application/patent identified above. The assignment was recorded 

I in the United States Patent and Trademark Office at Reel Frame ; 0 r for which a coov 

thereof is attached. " K/ 

OR 

B -[x] A chain of title from the inventor(s), of the patent application/patent identified above, to the current assignee as shown 
Gary A. Shangold and 

1 • From: MilitaaK. Ausmanas To: Ortho-McNeil Pharmaceutical, Inc. 

The d °cument was recorded in the United States Patent and Trademark Office at 

Reel 015942 Frame 0893 , or for which a copy thereof is attached. 

2- From: Ortho-McNeil Pharmaceutical, Inc. T o: King Pharmaceuticals, Inc. 

The document was recorded in the United States Patent and Trademark Office at " 

Reel 015942 , Frame 0883 or for which a copy thereof is attached. 



3. From: King Pharmaceuticals, Inc. To: 



Duramed Pharmaceuticals, Inc. 



The document was recorded in the United States Patent and Trademark Office at 
Reel .» Frame , or for which a copy thereof is attached. 

[x] Additional documents in the chain of title are listed on a supplemental sheet. 

[x] Copies of assignments or other documents in the chain of title are attached. 

[NOTE: A separate copy (/.e., a true copy of the original assignment document(s)) must be submitted to Assignment 

?Jo^o^ a ^ 0rdanCe With 37 CFR Part 3 ' lf the assi 9 n ment is to be recorded in the records of the USPTO. See 
MrcP 302.08] 



The undersji 



> act on behalf of the assignee. 



Printed or Typed Name 



Date 



Telephone Number 



Title 



U^^SZ^^S requ < L red ^ y 3 / ?f* 3 - 73 < b >- The Information Is required to obtain or retain a benefit by the public which is to file (and by the 
JS2S? ) 8 * ap j ,licatlorv Confidentiality is governed by 35 U.S.C 122 and 37 CFR 1.11 and 1.14. This collection is estimated I to take 12 mlnutL to 
complete Including gathering, preparing, and submitting the completed application form to the USPTO Time will vary deoend Inc i uoon ttm MUmri a 

™S;»rI Trademark Office, U.S. Department of Commerce, P.O. Box 1450. Alexandria, VA 22313-1450. DO NOT SEND FEES OR COMPi Prm 

FORMS TO THIS ADDRESS. SEND TO: Commissioner for Patents. P.O. Box 1450, Alexandria, VA 22313-1450 COMPLETED 

if you need assistance in completing the form, caii 1-800-PTO-9199 and seiect option 2. 
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Statement Under 37 CFR 3.73(b) (supplemental sheet) 

1. From: Robert F. Casper To: Jencap Research Ltd. 

Assignment Agreement executed February 10, 1987 {see SKGF Cover Letter and 
Attachment A). 

2. From: Jencap Research, Ltd. To: Ortho Pharmaceutical Corporation 
Agreement executed February 25, 1988, giving Ortho Pharmaceutical Corporation 
exclusive license Jencap Research, Ltd. patents {see SKGF Cover Letter and 
Attachment B). 

3. From: Ortho-McNeil Pharmaceutical Inc. (Formerly Ortho Pharmaceutical 
Corporation) To: King Pharmaceuticals, Inc. 

Agreement executed April 26, 2002 {see SKGF Cover Letter and Attachment C). 

4. From: King Pharmaceuticals, Inc. To: Duramed Pharmaceuticals, Inc. 
Agreement executed November 22, 2004 {see SKGF Cover Letter and 
Attachment D). 

468082.1 
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Commissioner for Patents 
PO Box 1450 

Alexandria, VA 22313-1450 



Art Unit 1617 



Attn: Mail Stop Petition 



Re: U.S. Utility Patent Application 

Application No. 10/806,613; Filed: March 22, 2004 

For: Low Dose Estrogen Interrupted Hormone Replacement Therapy 

Inventors: CASPER et al. 

Our Ref: 2710.0990003/JUK/MEK 



Sir: 

Provided herein are redacted copies of four Agreements. These Agreements demonstrate 
that Duramed Pharmaceuticals, Inc. is co-owner of U.S. Appl. No. 10/806,613 with an exclusive 
right to prosecute the application and transact all business in the U.S. Patent and Trademark 
Office (USPTO). 

Portions of the following Agreements have been redacted to protect the confidentiality of 
the parties involved: 

Attachment A: Agreement between Robert F. Casper ("Casper") and Jencap Research, 
Ltd. ("Jencap"), "The Casper/Jencap Agreement" (2 Sheets) 

• Sheets 1-2 (pages 1-2 of 2 of the Casper/Jencap Agreement) identify the parties 
involved in the agreement, indicate that the "invention rights" were assigned to 
Jencap, and contain the signature of Casper, dated February 10, 1987. 

Attachment B: Agreement between Jencap and Ortho Pharmaceutical Corporation 
("Ortho"), "The Jencap/Ortho Agreement" (8 Sheets) 

• Sheets 1-2 (pages 1-2 of 30 of the Jencap/Ortho Agreement) identify the parties 
involved in the agreement, indicate the date of execution of the Agreement as 
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May 1, 1987, and show that under the terms of the agreement Ortho obtained an 
exclusive license to Jencap products; 

• Sheets 3-4 (pages 3-4 of 30 of the Jencap/Ortho Agreement) define the terms 
"product" and "patents" (relating to contraceptive or hormone replacement products); 

• Sheets 5-6 (pages 10-11 of 30 of the Jencap/Ortho Agreement) indicate that Jencap 
retained all responsibility to file, prosecute and maintain patent applications and 
patents under the terms of the agreement; 

• Sheets 7-8 (pages 29-30 of the Jencap/Ortho Agreement) contain signatures of 
representatives of Ortho and Jencap as well as a notarized signature of Robert F. 
Casper, and indicate the Agreement was executed February 25, 1988. 

Attachment C: Purchase Agreement between Ortho-McNeil Pharmaceutical, Inc. 
("OMP," formerly Ortho) and King Pharmaceuticals, Inc. ("King"), "The OMP/King 
Agreement" (5 Sheets) 

• Sheet 1 (page 1 of 8 of the OMP/King Agreement) identifies the parties involved in 
the agreement to assign rights and obligations, the date of execution of the agreement 
as April 26, 2002, acknowledges the Casper Agreements, and identifies U.S. 
Provisional Appl. No. 60/126,970 and any and all continuations, C-I-P's, divisional, 
reissues, reexaminations, renewals and/or extensions thereof as subject to the terms 
described in the OMP/King Agreement for the "Casper Patents" (U.S. Appl. No. 
10/806,613 is a continuation of U.S. Appl. No. 10/134,455, which is a continuation of 
U.S. Appl. No. 09/538,485, which claims benefit of U.S. Appl. No. 60/126,970); 

• Sheets 2-3 (two copies of page 6 of 8 of the OMP/King Agreement) contain 
signatures of the parties executing the Agreement; 

• Sheets 3-5 (pages 6-8 of 8 of the OMP/King Agreement) identifies that Jencap and 
Casper agree to the terms of the Agreement and that Jencap and Casper agree to 
appoint counsel designated by King to prosecute all business in the USPTO with 
respect to the Casper patents, which includes U.S. Appl. No. 10/806,613; and 

• Sheet 5 (page 8 of 8 of the OMP/King Agreement) contains the signatures of Robert 
F. Casper, indicates that Jencap and Casper agree to the terms of the agreement, and 
identifies the date of execution of the Agreement as April 26, 2002. 

Attachment D; Purchase Agreement between King and Duramed Pharmaceuticals, Inc. 
("Duramed") "The King/Duramed Agreement" (9 Sheets) 



Stem* Kessler, Goldstein & Fox p.llc. : 1100 New York Avenue, NW : Washington, DC 20005 : 202.371.2600 f202.371.2540 : www.skgf.com 



Commissioner for Patents 
December 28, 2005 
Page 3 

• Sheet 1 (page 1 of 37 of the King/Duramed Agreement) identifies the parties involved 
in the agreement, and identifies the date of execution of the agreement as 
November 22, 2004; 

• Sheet 2 (page 8 of 37 of the King/Duramed Agreement) identifies that the terms of 
the agreement are limited to the "Product Intellectual Property" and the "Casper 



• Sheets 3-4 (pages 14-15 of 37 of the King/Duramed Agreement) define the term 
"Product Intellectual Property," outline terms of the agreement that relate to 
intellectual property, and identify patents listed in Section 1.01(ppp) of the Seller 
Disclosure as intellectual property transferred under the terms of the agreement; 

• Sheets 5-6 (Signature pages of the King/Duramed Agreement) contain signatures of 
the parties executing the Agreement; 

• Sheet 7 (Section 1.01(ppp) of the King/Duramed Agreement) identifies U.S. Appl. 
No. 10/806,613 as an asset transferred under the Agreement and indicates that U.S. 
Appl. No. 10/806,613 is co-owned per the rules of Section 6.1 1(a) and 6.1 1(b); and 

• Sheets 8-9 (Sections 6.11(a) and 6.11(b) of the King/Duramed Agreement) identifies 
that Duramed co-owns U.S. Appl. No 10/806,613 with Jencap Research, Ltd. and 
Robert F. Casper. In particular, Section 6.11(a) indicates that the King/Duramed 
agreement is subject to the terms of the Assignment of Rights and Obligations, 
entered into April 26, 2002, by and between King, OMP, Jencap and Casper (see 
Attachment C, Sheets 3-5). 

In conclusion, the documents listed above demonstrate that Duramed Pharmaceuticals, 
Inc. co-owns U.S. Appl. No. 10/806,613 with an exclusive right to prosecute and conduct 
business before the USPTO. 



Rights; 



Respectfully submitted, 



Sterne, Kessler, Goldstein & Fox p.l.l.c. 




Attorney for Applicants 
Registration No. 55,887 



JUK/MEK/A-L/lam 
Enclosures 
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EXHIBIT A 

Attachment A: 

RESOLUTION OF THE DIRECTOR ^ZZ^iT? 



j JENCAP RESEARCH LTD. 

WHEREAS pursuant to an Agreement dated the /©)4C day 
•* tt^.j -^ , 1987 between the Corporation/ as purchaser, 
and dT rSbtrV Casper, as vendor, (the "Agreement") the 
Corporation purchased on the terms and conditions set out in 
the P Agreemenl the invention and all rights Pertaining thereto 
If the vendor in considerationofthe payment by the 

or a o the vendor offiBlto berepresented by the 

Tssle ly the Corporation to tTie vendor of«»common shares; 

AND WHEREAS, pursuant to the Agreement, the 
Corporation if now required to issue the said common shares to 
the vendor; 

NOW THEREFORE BE IT RESOLVED THAT 

4 

1 the purchase by the Corporation of the invention on 
Zi aB(1 cubiect to the conditions set out in the 
A^eement, I copy°of wh?ch nas been submitted to the director, 
ilhe?e£y sanctioned, ratified and confirmed; 

2 the entering into by the Corporation of the said 
Agreement is hereby sanctioned, ratified and confirmed; 

) ) 3. it is hereby determined that: 

(a) the amount of money which the C? r P°« tio ? e w ^i d f ^ ve 
received if such comm on shar es had been issued for 
money would" have beenJBBi per share, bexng a 
con1ide?aiion ottgggfUf the aggreg ate; and 

(b) the said invention has a fair value offpM 

a the Corporation having received the said in*; 0 ** 0 * 

in full Payment of the consideration in respect of the 
safS^ommo^sna?^^ provided in the Agreement, the said« 
common shares are hereby issued to the vendor; 

5 pursuant to subsection 24(3) of the Business 

°* ^ut»« tqqo f-hp Comoration shall add to tne scacea 

comSonsna?ef?Sn7 issued to the vendor hereby; 



« the execution by and on behalf of and in the name of 

tne Corporation of the Agreement by Dr. Casper and under the 
corpo1a?e "Sal of the Corporation is hereby sanctioned, 
.ratified and confirmed; and 



Attachment A: 
Casper/Jencap Agreement 
(redacted) (Sheet 2 of 2) 
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7 Dr. Casper in his position as President and/or a 

director of the Corporation is hereby authorized and directed 
on behalf of and in the name of the Corporation to^do all other 
acts and things and to sign all such other documents, either 
under ?he co?pora?e seal of the Corporation or otherwise as may 
in his opinion be necessary or desirable in order to give 
effect 11 the foregoing, including without limitation the 
filing of any appropriate election in prescribed form pursuant 
to subsection 85(1) of the Income Tax. Act (Canada). 

Each of the foregoing resolutions are hereby consented 
to by the sole director of the Corporation pursuant to the 
Business Corporations Act, 1982 this /o**^ ^ 




Robert F^-Casper 



t 



Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 1 of 8) 



I - day 



This Agreemenr.^fective as of the 

ot M<\ ■ I98f. by and between ROBERT F. CASPER, M.O.. 
(■CASPER") an individual residing at 868 Hellmuth Avenue. 
London. Ontario. Canada N6A3T8. and JENCAP RESEARCH. LTD.. an 
Ontario corporation with offices at the same address (•»»■> 

and ORTHO PHARMACEUTICAL CORPORATE ("ORTHO-). a Hew Jersey 

corporation with offices at Route 202. Raritan. New Jersey 



08869. 

w_JLXJL£-S-S-E-X-H: 



mHERERS . CASPER has developed improved products for 
contraception and hormone replacement therapy and intends to ^ 
continue developing such products; and 

WHEREAS. CASPER has the full right and title to these H ^Jh 
improved products, including the right to grant exclusive t ^ffr 

licenses thereto; and 

WHEREAS. CASPER has assigned the full right and title to 

these improved products to JEHCAP; and 

v^S. ORTHO has proven experience in the development, 
clinical trials, registration, manufacture, and marketing of 
products for contraception and Hormone replacement therapy; and 



Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 2 of 8) 



WHEREAS , ORTHO wishes to obtain fro 





HI as specified herein; 

NOW, THEREFORE, in consideration of the premises and the 

mutual promises and covenants set forth below, CASPER , JENCAP 
and ORTHO mutually agree as follows: 

ftBTTCLE I 
nfPTKTTIONS 

For the purposes of this License Agreement the following 
definitions shall apply: 

1.1 ftffiliate shall mean any company or entity controlled 
by, controlling or under common control with ORTHO, -control- 
for purposes of this definition meaning that forty percent 
(40%) or more of the voting stock or participating profit 
interest of the controlled company is owned or controlled, 
directly or indirectly, by the controlling company. 

1.2 p^Aiooment means reasonable efforts and activities 
(consistent with ORTHO's other business obligations) in the 
Territory necessary to evaluate and develop the Product for 
human health use, including but not limited to undertaking 
pharmacological, toxicological, pharmaceutical and clinical 
investigations and studies in order to obtain all necessary 
approvals to market the Product^n the Territory. 



• \ •■ » Attachment B: 

• * The Jencap/ORTHO Agreement 

(redacted) (Sheet 3 of 8) 

1.3 Effflfl ily^ Date shall .mean the date first written 
above. 

1.4 K""w-How shall mean all inventions, discoveries, trade 
secrets, information, experience, data, formulas, procedures 
and results, and improvements thereon, developed by and 
proprietary to JENCAP which relate to or are used directly in 
connection with the development, manufacture, or use of 
contraceptive or hormone replacement products. 

1.5 Hgj; Sfllfig shall mean the sum total of all charges 
invoiced to customers by ORTHO and Affiliates for sale of 
Product(s), less normal trade and cash discounts actually 
allowed, credits or refunds actually allowed for spoiled, 
damaged, outdated, or returned goods, and sales or other excise 
taxes imposed and paid directly with respect to the sale; 
provided, however, that sales between ORTHO and any of its 
Affiliates or between any of such Affiliates shall not be 
included in such computation. 

1.6 PjifcmlS shall mean all patent applications relating to 
contraceptive or hormone replacement products developed by and 
proprietary to JENCAP or to methods for making or using such 
products which are filed prior to or during the term of this 
Agreement in the United States or any foreign jurisdiction, 
including any addition, continuation, continuation-in-part, or 

-3- 



Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 4 of 8) 



division thereof or any substitute application therefor; any 
patent issued with respect to such patent application; any 
reissue or extension of any such patent, and any confirmation 
patent or registration patent or patent of addition based on 
ahy such patent. 

1.7 Product shall mean any and all contraceptive and 
hormone replacement products including without limitation, 
estrogen and progestin replacement drugs, drug administration 
regimens, formulations, and methods, the manufacture, sale or 
use of which utilizes Know-How or Patents* 

1.8 T erritorv shall mean all countries of the world as to 
which ORTHO shall not have terminated the licenses granted 
herein. 

1.9 Vfllid Claim shall mean a claim of an unexpired issued 
patent of Patents which shall not have been withdrawn, 
cancelled, or disclaimed nor held invalid by a court of 
competent jurisdiction in an unappealed or unappealable 
decision. The scope of a Valid Claim shall be interpreted so 
as to reflect the construction placed upon it in a decision by 
any such court holding it valid. 



-4- 



Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 5 of 8) 



(b) ORTHO shall provide JENCAP, on an annual basis, 
with an status report of all health registration applications 
and approvals for the Product in the Territory. 




5.7 JENCAP agrees that, upon request by ORTHO, JENCAP 
shall enter into separate agreements with Affiliates in or 
outside Canada, granting such Affiliates rights under Know-How 
and Patents to manufacture, use, and sell Products. Such 
licenses shall contain the same terms and conditions as 
contained in this Agreement to the extent permitted by the laws 
of the jurisdiction in which each such Affiliate is located. 

ARTICLE YI 

jrTT.Twn. PKQSEn m™. MAINTENANCE OF PATEWT RIGHTS 

6.1 JENCAP shall file, prosecute, and_jnaintain all patent 
applications and patents under Patents. In order to provide 
the broadest possible scope of protection for Patent Rights^ 
JENCAP will allow ORTHO the opportunity to review and comment 
upon all proposed patent applications under Patent Rights. 



-10- 



> v ■ Attachment B": 

"** \" . The Jencap/ORTHO Agreement 

(redacted) (Sheet 6 of 8) 

Nonwithstanding this opportunity, however, the final decision 
on all patent filings shall be made by . JENCAP. All such 
applications shall be filed first in Canada. 

6.2 JENCAP agrees, when requested in writing by ORTHO , to < 
file patent applications correspondinq_fcfi_£he Canadian patent 
applications included, in t Patent' Rights in countries outside ,. 
Canada; provided however, JENCAP shall have the right to file 
and secure patents a.t_i£s_s^ftfiJiAe-4ri*-sw^ in which 

ORTHO elects not to seek patent protection. 



Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 7 of 8) 



IN WITNESS WHEREOF, ORTHQ and JENCAP have caused this 
Agreement to be executed in duplicate by their duly authorized 
officer and CASPER has executed the agreement in duplicate. 



ATTEST: 



By 



ATTEST: 



By: 



ORTHO PHARMACEUTICAL CORPORATION 



Name: 



Gary V. Pari in 



Title: Pre8ident 



Date: 



2/25/88 



JENCAP RESEARCH LTD. 




Robert F. 
Presiden 
Date 



ROBERT F. CASPER, M.D. 
(as an Individual) 




Date 



-29- 
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Attachment B: 
The Jencap/ORTHO Agreement 
(redacted) (Sheet 8 of 8) 



STCAIE OF 
COUNTY OF 



)SS 



BE IT REMEMBERED, that on thisJ2_^day OfJ£^, 
before roe, a Notary Public/ personally appeared 
ROBERT F. CASPER, who I am satisfied is the person named above 
and who executed the foregoing instrument in ray presence, and I 
first having made known to him the contents thereof, he did 
acknowledge that he signed, sealed, and delivered the same as 
his voluntary act and deed for the uses and purposes therein 
expressed. 



Notary Public 



-30- 
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Attachment C: 
OMP/King Agreement 
(redacted) (Sheet J of 5) 

I ASSIGNMENT OF RIGHTS AND OBLIGATIONS 

This assignment of rights and obligations (the "Agreement") is entered into as of April 
2002 by and between: 

Ortho-McNeil Pharmaceutical, Inc., a corporation of the State of Delaware, having a 
principal place of business at US. Route 202. P.O JBox 300, Raritan, NJ 08869-0602, 
and successor in interest to Ortho Phannaceutical Corporation, a corporation of the 
State of New Jersey, (hereinafter OMP or Sellor) and 

King Pharmaceuticals, Inc. a corporation of the State of Tennessee, having principal 
offices located at 501 Fifth Street, Bristol, Tennessee 37620, (hereinafter KING or 
Purchaser). 

WHEREAS, OMP and KING have entered into that certain Asset Purchase Agreement 
dated as of April 26, 2002 ("Asset Purchase Agreement"); and 

w) ' 

WHEREAS, in connection with such Asset Purchase Agreement, OMP wishes to assign 
certain rights and obligations and KING wishes to acquire all such rights and assume 
all such obligations as set forth below, with such assignment to be effective upon the 
closing of the Asset Purchase Agreement 

NOW, THEREFORE, OMP and KING, for good and valuable consideration the 
j sufficiency of which is hereby acknowledged agree as follows: 

1) Definitions: 

a) CASPER AGREEMENTS shall mean the ©the Assignment by Robert F. Casper 
to Jencap Research, Ltd. ("Jencap") dated February 1 0, 1987, (p) the License 
Agreement between Robert F, Casper, Jencap Research and Ortho Phannaceutical 
Corporation dated May 1, 1987, (iii) the Agreement between Jencap, Medicor 
Development, Robert F. Casper and Ortho Phannaceutical Corporation dated 
December 1,1994 (to the extent it is stffl h effect), and (iv) the Letter of 
Acknowledgement by Robert F. Casper dated Fd)ruaiy 1 1, 1999. 

b) CASPER PATENT(S) shall mean U.S* Patent No, 5,108,995, U.S. Patent No. 
5,382^73, U.S. Patent Appln. No. 09/538,485 filed March 30, 2000 and UJS. 
Provisional Appln. No. 60/126,970 filed Man* 30, 1999, and any and all 
continuations, continuations-in-part, divisionals, reissues, reexaminations, 
renewals and/or extensions thereof and any patents issued on the foregoing. 

c) EFFECTIVE DATE *hs\\\ mean the date on which this Agreement becomes 
effective, which gfrgll be the Closing Date under the Asset Purchase Agreement. 

d) PRODUCT shall mean the cyclophasic steroidal product for hormone replacement 
therapy approved for sale in the United States under ND A 021040 and 
bioequlvalents thereto and any use, manufacture, sale or packaging thereof. 

e) TERRITORY shall mean the United States of America, its territories and 
possessions (including the Commonwealth of Puerto Rico). 



1OCT.28.2B04 ll:43AM W.iO r.<vivo 
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15) This Agreement may be executed in any number of counterparts, and each sucK 
counterpart hereof shall be deemed to be an original instrument, but all such coun- 
terparts together shall constitute but one agreement 

16) The article and section headings contained in this Agreement are for reference 
purposes only and shall not affect in any way the meaning or interpretation of this 
Agreement. 

17) This Agreement shall be construed, interpreted and the rights of the parties 
determined in accordance with the laws of the State of New Jersey without reference 
to the choice of law provisions thereof 

18) This Agreement may be executed in two or more counterparts, each of which shall 
be deemed an original, but all of which together shall constitute one and the same 
instrument 

IN WITNESS WHEREOF, OMP and KING have caused this agreement to be executed 
in duplicate by their duly authorized officer 

By Ortho-McNeil Pharmaceutical, lnc: 



Name: 

Title: 

Date: 



By King Pharmaceuticals, lnc: 



Title: 
Datei: 



CONSENT OF JENCAP RESEARCH. Ltd and ROBERT F. CASPER 

Jencap and Casper, for good and valuable consideration the sufficiency of which is 
hereby acknowledged, agree as follows: 

A) Jencap and Caspar consent to this Agreement by OMP to KING of the rights and 
obligations described above. 

B) OMP agrees, in consider ation of Jenc ap and Casper entering into this Agreement, to 
pay to Jencap the sum offlHRi (the "Payment"). The Payment shall be made 
to Casper within five (5) business days after the Closing under the Asset Purchase 
Agreement. If the Asset Purchase Agreement does not close, then the Payment shall 
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15) This Agreement may be executed in any number of counterparts, and each such 
counterpart hereof shall be deemed to bean original instrument, but all such coun- 
terparts together shall constitute but one agreement 

16) The article and section headings contained in this Agreement are for reference 
purposes only and Shall not affect in any way the meaning or interpretation of this 
Agreement. 

17) This Agreement shall be construed, interpreted and the rights of the patties 
determined in accordance .with the laws of the State ofNew Jersey without reference 
to the cbofceoflaw provisions thereof. 

18) This Agreement may be executed in two or more counterparts, each of which shall 
be deemed an original, but all of which together shall constitute one and the same 
instrument. 

IN WITNESS WHEREOF, OMP and KING have caused this agreement to be executed 
in duplicate by their duly authorized officer 

By Onho-M^eU Pharmaceutical fctc: 



Name: fat^/c'k VtfKA tfpftftf 
Date: A^-C Ugj'ZoC^ 

Inc.; 



Name: 

Title: 

Date: 



gQNSENT OF JgNCAP KBSE ARCfT Ltd and ROBERT F. CASPEft 

i 

Jeneap and Casper, fer good and valuable consideraiion the sufficiency of which is 
hereby acknowledged, agree as Mows: 

A) Jencap and Casper consent to mis Agreement by OMP to KINO of the rights and 
obligations described above. 

B) OMP agrees, in conside ration of Jenc ap and Casper entering Into this Agreement, to 

*c?J~S^ m ,'£!!£ m ^ <*' The Payment shaU be made 

to wasperwmmi five (5) business days alter the Closing under the Asset Purchase 

lent does not dose, then the Payment shall 
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not be made (and this Agreement shall not become effective as specified in Section 2 
above). 

C) Jencap and Casper from this date forward accept KING as solely accountable and 
responsible to fulfill the obligations previously owed by OMP and assigned to KING 
herein. Jencap and Robert F. Casper hereby release OMP from any further such 
Obligations. 

D) Jencap and Casper acknowledge that any breach or default by KING or OMP of their 
respective obligations under this Agreement or the CASPER AGREEMENTS shall 
not be considered a breach or default by the other party under those same agreements. 

E) Jencap and Casper acknowledge that payment of a mmimtim royalty by OMP under 
Paragraph 4. 1(c), of the license Agreement, which is referenced as CASPER 
AGREEMENTS Qi) in paragraph 1(a) hereinabove, shall meet OMP's payment 
obligations under Article IV of that license Agreement only with respect to the 
Product 

F) Jencap and Casper represent and warrant that they have the unencumbered right to 
consent to this Agreement and to otherwise agree as set forth herein- Jencap and 
Casper further warrant that the CASPER AGREEMENTS are in fiill force and effect. 

G) Jencap and Casper, to their knowledge, represent and warrant that the CASPER 
PATENTS are valid and enforceable. Jencap and Casper, to tfceir knowledge, further 
represent and warrant that all maintenance fees due and/or owed for the CASPER 
PATENTS have been timely paid Jencap and Casper, to their knowledge, further 
represent and warrant that the CASPER PATENTS are not and have never been the 
subject of a Paragraph IV Certification, litigation or threatened litigation. Jencap and 
Casper, to their knowledge, further represent and warrant that the manufacture, use 
and/or sale of PRODUCT does not and has not infringed a claim in any United States 
Patent Jencap and Casper, to their knowledge, further represent and warrant that 
they are unaware of any third party patent application, which is pending as of file 
Effective Date, that contains a daii^ 

manufacture, use and/or sale of PRODUCT. Jencap represents and warrants that it 
owns all rigjht, title and interest in, to and under U.S. Patent No. 5,108,995 and U.S. 
Patent No. 5^82^573, and co-owns all right, title and interest in, to and undo: U.S. 
Provisional Application No. 60/126^70|^^^^^^^^^^^^^|^^| 

?er rep^^teS^S^ftathe has conveyed all 



nght, title and interest in, to and under the Casper Patents to Jencap and that he had 
thermit to do so. 

H) Jencap and Casper agree to appoint counsel designated by KING to prosecute and 
transact all business in the U.S. Patent and Trademark Office with respect to the 
CASPER PATENTS and KING agrees to accept responsibility to prosecute and 
transact all business in the U.S. Patent and Trademark Office with respect to the 
CASPER PATENTS. KING will not abandon the maintenance of fee CASPER 
PATENTS without Casper and Jencap's consent, nor will KING fiil to pay any 
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maintenance feo wiih respect to the CASmPATENTS wifheut Casper end 
Tenets'* cense*. Jencap and Casper forther agree to revoke til existing powers 
mmtd to wax) euifandy dti^iatod to prosecute andtnnaoa «H touairca in the 
U.S. Pauat and Trademark Office with Kjpcci to Tl» CASPE* PATENTS. fenc*p 
aid Cuper father agree ua taopeme u$>« KING in connection with Ae 
prosecution wid transaction of all busncsi in cfie U.S. Parent and TJnicmart Office 
with respect to the OMP PATENTS. Jmcip and Casper tether hereby v/aiveany and 
ail conflicts that may arise out of, relate to or conceal the praseeuden and transaction 
ofall tw«'ne»in tie US. Petem and Trjdetnaifc Office with respect W the CASPER 
PATENTS. . 



I) Jencap and C*ip* forcfao agree w file with the U.S. Patent and Trtdcma* Office on 
Of before May 3,2002, a. continuation of Patent Appta. No, OMSMtS filed 
March 30, 2000. 

J) The foregoing warranties will expire 18 roonlb 6oQowin$ the Effective Due of ttb 
Agreement 

AGREED TO BY; 

By Jencap Research, Ludr 



Nunc KbiteXT F- 
Title: r#eS**£4fT 

By SbhatF, Casper 
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^$qu A ^c^SSET PURCHASE AGREEMENT (PREFEST) 

This Asset Purchase Agreement (Prefest) (this " Agreement ") is made and entered 
into as of November 2004, by and between Duramed Pharmaceuticals, Inc., a Delaware 
corporation (" Buyer ") and King Pharmaceuticals, Inc., a Tennessee corporation (" Seller "). 

RECITALS 

Whereas, Seller and certain of its Affiliates (as defined below) are engaged in 
the Business (as defined herein); and 

Whereas, subject to the terms and conditions of this Agreement, Seller desires to 
sell to Buyer, and Buyer desires to purchase from Seller, certain of the assets, tangible and 
intangible, associated with the Business. 

AGREEMENT 

Now, THEREFORE* in consideration of the premises and the mutual covenants and 
promises contained herein, and for other good and valuable consideration, the receipt and 
sufficiency of which hereby are acknowledged, the Parties agree as follows: 

Article I. Definitions 
Section 101 Defined Terms. 

As used in this Agreement, the following defined terms have the meanings 
described below: 

(a) "Accountants " means an accounting firm of national reputation 
(excluding Buyer's and Seller's respective accounting firms) as may be mutually acceptable to 
the Parties. 

(b) "Accounts Receivable " means all trade accounts and notes 
receivable and other miscellaneous receivables of the Business, including those that are not 
evidenced by instruments or invoices, existing as of the Closing. 

(c) "Action or Proceeding " means any cause of action, suit, 
proceeding, arbitration, Order, inquiry, hearing, assessment with respect to fines or penalties or 
litigation (whether civil, criminal, administrative, investigative or informal) commenced, 
brought, conducted or heard by or before, or otherwise involving, any Governmental or 
Regulatory Authority. 

(d) "Adverse Effect " means an effect, condition or change that 
individually or in the aggregate is materially adverse to the Purchased Assets taken as a whole, 
other than changes in general economic or market conditions or changes or developments 
generally affecting the pharmaceutical industry. 
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(zzz) " Tax " means all of the following taxes (with the exception of 
income taxes attributable to the Seller or any of its Affiliates) in connection with the operations 
of the Business or the transactions contemplated hereby: (i) any net income, alternative or add-on 
minimum tax, gross income, gross receipts, sales, use, ad valorem, transfer, franchise, profits, 
license, excise, severance, stamp, occupation, premium, property, environmental or windfall 
profit tax, custom, duty or other tax, governmental fee or other like assessment imposed by an 
governmental, regulatory or administrative entity or agency responsible for the imposition of any 
such tax; (ii) any Liability for the payment of any amounts of the type described in clause (i) 
above as a result of being a member of any affiliated, consolidated, combined, unitary or other 
group for any Taxable period; and (iii) any Liability for the payment of any amounts of the type 
described in clause (i) or (ii) above as a result of any express or implied obligation to indemnify 
any other person. 

(aaaa) "Third Party Claim " has the meaning set forth in Section 1 1 .02(d). 

(bbbb) "WAC " has the meaning set forth in Section 8.1 1(f). 

Section 1.02 Construction of Certain Terms and Phrases. 

Unless the context of this Agreement otherwise requires: (a) words of any gender 
include each other gender; (b) words using the singular or plural number also include the plural 
or singular number, respectively; (c) the terms "hereof," "herein," hereby" and derivative or 
similar words refer to this entire Agreement; (d) the terms "Article", "Section" or "Exhibit" refer 
to the specified Article, Section or Exhibit of this Agreement; (e) the term "or" has, except where 
otherwise indicated, the inclusive meaning represented by the phrase "and/or"; (f) "Dollars" or 
"$" means United States dollars; and (g) the terms "including" and "includes" mean "including 
without limitation" and "includes without limitation," respectively. Whenever this Agreement 
refers to a number of days, such number shall refer to calendar days unless Business Days are 
specified. 

Article H. Purchase and Sale of Assets 
Section 2.01 Purchase and Sale of Assets. 

(a) Subject to the terms and conditions of this Agreement, at the 
Closing, Seller shall, or shall cause its relevant Affiliates to, sell, assign, transfer, convey and 
deliver to Buyer, and Buyer shall purchase, acquire and accept from Seller and such Affiliates of 
Seller, all of Seller's and each such Affiliate's right, title and interest, as of the Closing, in and to 
the Purchased Assets. 

(b) Buyer acknowledges and agrees that the Purchased Assets do not 
include, and Seller and its Affiliates are not selling or conveying to Buyer, any rights in or to any 
intellectual property except for the Product Intellectual Property, the Casper Rights, the 
Dedicated Business Know-How, and the Licensed Business Know-How. 

(c) Notwithstanding anything contained in this Agreement to the 
contrary, (i) from and after the Closing, Seller and its Affiliates shall retain all of their right, title 
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its Affiliates or such third party contractors were not in compliance with applicable Law with 
respect to the Product in the United States except, with respect to this subsection (ii), warning 
letters and other written correspondence that could not reasonably be expected to have an 
Adverse Effect. During the two (2) years prior to the date of this Agreement, there has not been 
any occurrence of any product recall, market withdrawal or replacement, or post-sale warning 
conducted by or oh behalf of Seller concerning the Product in the United States or any product 
recall, market withdrawal or replacement conducted by or on behalf of any entity as a result of 
any alleged defect in the Product in the United States, and Seller has made available to Buyer 
every complaint and notice of alleged defect or adverse reaction with respect to the Product in 
the United States that has been received in writing by Seller and its Affiliates or that has been 
orally transmitted to and recorded by Seller and its Affiliates. 



Section 6.09 Brokers. 




Section 6.10 Product Intellectual Property. 

(a) All necessary registration, maintenance and renewal fees due in 
connection with the Registered Intellectual Property have been paid and all necessary documents 
and certificates in connection with such Registered Intellectual Property have been filed with the 
relevant patent, trademark or other Governmental or Regulatory Authorities for the purposes of 
maintaining such Registered Intellectual Property. 

(b) Neither Seller nor any of its Affiliates has received any written 
notice from any Person, or has Knowledge, that the use of the Product Intellectual Property in 
connection with the Purchased Assets, infringes the intellectual property rights of any Person. 

(c) Neither Seller nor any of its Affiliates has received any written 
notice from any Person, or has Knowledge, of any unauthorized use, infringement or 
misappropriation of any of the Product Intellectual Property by any Person. 

(d) Except as set forth in Section 6.10(d) of the Seller Disclosure 
Schedule, to the Knowledge of Seller, all of the patents listed on Section 1.01(ppp) of the Seller 
Disclosure Schedule are valid, subsisting and enforceable. None of the patents listed on Section 
1.01(ppp) of the Seller Disclosure Schedule are currently involved in any interference, reissue, 
reexamination or opposition proceeding, and neither the Seller nor any of its Affiliates has 
received any written notice from any Person, or has Knowledge, of any claim or assertion to the 
contrary. 

(e) Except as set forth in Section 6.10(e) of the Seller Disclosure 
Schedule, to the Knowledge of the Seller, there are no Actions or Proceedings (including any 
inventorship challenges) pending with respect to any of the Registered Intellectual Property, nor 
have any such Actions or Proceedings been brought during the past two (2) years. 
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(f) To the Knowledge of Seller, none of the Product Trademarks listed 
in Section l.Olftppp) of the Seller Disclosure Schedule is or has been the subject of any 
invalidation, opposition, cancellation, abandonment or similar proceeding, and neither the Seller 
nor any of its Affiliates has received any written notice from any Person, or has Knowledge, of 
any actual or threatened claim or assertion to the contrary. To the Knowledge of Seller, there are 
no trademarks or trademark registrations or applications of any Person that are interfering or 
potentially interfering with the Product Trademarks listed in Section 1.01(ppp) of the Seller 
Disclosure Schedule. 

(g) Section 6.10(g) of the Seller Disclosure Schedule sets forth a 
complete and accurate list of each Contract pursuant to which the Seller or its Affiliates have 
license or other similar rights to patents or trademarks used by them in the Business as conducted 
on the date hereof. 

(h) To the Knowledge of Seller, (i) Seller does not possess any Know- 
How material to the manufacture or preparation of the Product; and (ii) the use of the Licensed 
Business Know-How and the Dedicated Business Know-How as of the date hereof in connection 
with the Purchased Assets does not infringe the intellectual property rights of any Person. 

(i) The Product Intellectual Property, the Casper Rights, the Dedicated 
Business Know-How, the Licensed Business Know-How and the Manufacturing Patent 
constitute all of the intellectual property owned, used or held for use by Seller or its Affiliates in 
connection with the manufacturing or preparation of the Product as conducted on the date hereof. 

Section 6.11 Title. 

(a) Except as set forth in Section 6.11(a) of the Seller Disclosure 
Schedule, (i) Seller or one of its Affiliates has good and marketable title to the Purchased Assets, 
free and clear of all Encumbrances, other than Permitted Encumbrances, (ii) to Seller's 
Knowledge, there are no adverse claims of ownership to the Purchased Assets; and (iii) neither 
Seller nor any of its Affiliates has received written notice that any Person or Persons has asserted 
a claim of ownership or right of possession or use in and to any of the Purchased Assets. 

(b) Except as set forth in Section 6.11(b) of the Seller Disclosure 
Schedule, at Closing, Seller and its Affiliates will transfer to Buyer good and marketable title to 
the Purchased Assets, free and clear of all Encumbrances, other than Permitted Encumbrances. 



Section 6.12 Financial Information/Books and Records. 




(b) The Books and Records are true and accurate copies of the original 
files, documents, papers, instruments, books and records they purport to duplicate. 
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IN WITNESS WHEREOF, this Agreement has been executed by the Parties as of 
the date first above written. 



KING PHARMACEUTICALS, INC. 



By: 





Uame: Brian A. Markison 
Title: President & Chief Executive Officer 



DURAMED PHARMACEUTICALS, INC. 



By: 



Name: 
Title: 



J 

j 
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IN WITNESS WHEREOF, this Agreement has been executed by the Parties as of 
the date first above written. 

KING PHARMACEUTICALS, INC. 
By: 



■ ) 



Name: 
Title: 



DURAMED PHARMACEUTICALS, INC. 

. 




Bv: 



Name: /^J &\sasc> 
Title: Pr&£,!^-h- 



Signature Page to Asset Purchase Agreement (Prefest) 
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Section 1.01(ppp) 



Registered Intellectual Property 



Product Trademark Registrations 

L Prefest®, U.S. Reg. No. 2,744,696 

Patents 

1. U.S. Patent 6,747,019* 

2. U.S. Application No. 10/806,613* 
Internet Domain Names 

L prefest.com 

2. prefest.org 

3. prefesthrt.com 



* Co-owned. See Schedules 6. 1 1 (a) and 6. 1 1 (b). 
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Section 6.11(a) 
Title of Seller to Purchased Assets 

1 . On November 2, 2004, Johnson & Johnson, the owner of Reg. No. 2,390,387 for the mark 
ORTHO-PREFEST, filed a Notice of Surrender of Registration for such trademark. 

2. Seller co-owns U.S. Patent 6,747,019 and U.S. Application No. 10,806,613 with Jencap 
Research, Ltd. and Robert F. Casper. Seller submitted a copy of the Assignment of Rights 
and Obligations, entered into as of April 26, 2002, by and between Ortho-McNeil 
Pharmaceutical, Inc. and Seller and agreed to by Jencap Research, Ltd. and Robert F. Casper 
to the United States Patent and Trademark Office to evidence such co-ownership on October 
29,2004. 
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Section 6.11(b) 

Exceptions to Good and Marketable Title of Bnver in Purchased Assets 

After the transfer of the Purchased Assets from the Seller to the Buyer, Buyer will co-own 
U.S. Patent 6,747,019 and U.S. Application No. 10,806,613 with Jencap Research, Ltd. and 
Robert F. Casper. 
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